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§ 1301.35 Certificate of registration; 
denial of registration. 

(a) The Administrator shall issue a 
Certificate of Registration (DEA Form 
223) to an applicant if the issuance of 
registration or reregistration is re-
quired under the applicable provisions 
of sections 303 or 1008 of the Act (21 
U.S.C. 823 and 958). In the event that 
the issuance of registration or rereg-
istration is not required, the Adminis-
trator shall deny the application. Be-
fore denying any application, the Ad-
ministrator shall issue an order to 
show cause pursuant to § 1301.37 and, if 
requested by the applicant, shall hold a 
hearing on the application pursuant to 
§ 1301.41. 

(b) If in response to a show cause 
order a hearing is requested by an ap-
plicant for registration or reregistra-
tion to manufacture in bulk a basic 
class of controlled substance listed in 
Schedule I or II, notice that a hearing 
has been requested shall be published 
in the FEDERAL REGISTER and shall be 
mailed simultaneously to the applicant 
and to all persons to whom notice of 
the application was mailed. Any person 
entitled to file comments or objections 
to the issuance of the proposed reg-
istration pursuant to § 1301.33(a) may 
participate in the hearing by filing no-
tice of appearance in accordance with 
§ 1301.43. Such persons shall have 30 
days to file a notice of appearance after 
the date of publication of the notice of 
a request for a hearing in the FEDERAL 
REGISTER. 

(c) The Certificate of Registration 
(DEA Form 223) shall contain the 
name, address, and registration num-
ber of the registrant, the activity au-
thorized by the registration, the sched-
ules and/or Administration Controlled 
Substances Code Number (as set forth 
in part 1308 of this chapter) of the con-
trolled substances which the registrant 
is authorized to handle, the amount of 
fee paid (or exemption), and the expira-
tion date of the registration. The reg-
istrant shall maintain the certificate 
of registration at the registered loca-
tion in a readily retrievable manner 
and shall permit inspection of the cer-
tificate by any official, agent or em-
ployee of the Administration or of any 
Federal, State, or local agency engaged 

in enforcement of laws relating to con-
trolled substances. 
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§ 1301.36 Suspension or revocation of 
registration; suspension of registra-
tion pending final order; extension 
of registration pending final order. 

(a) For any registration issued under 
section 303 of the Act (21 U.S.C. 823), 
the Administrator may: 

(1) Suspend the registration pursuant 
to section 304(a) of the Act (21 U.S.C. 
824(a)) for any period of time. 

(2) Revoke the registration pursuant 
to section 304(a) of the Act (21 U.S.C. 
824(a)). 

(b) For any registration issued under 
section 1008 of the Act (21 U.S.C. 958), 
the Administrator may: 

(1) Suspend the registration pursuant 
to section 1008(d) of the Act (21 U.S.C. 
958(d)) for any period of time. 

(2) Revoke the registration pursuant 
to section 1008(d) of the Act (21 U.S.C. 
958(d)) if he/she determines that such 
registration is inconsistent with the 
public interest as defined in section 
1008 or with the United States obliga-
tions under international treaties, con-
ventions, or protocols in effect on Oc-
tober 12, 1984. 

(c) The Administrator may limit the 
revocation or suspension of a registra-
tion to the particular controlled sub-
stance, or substances, with respect to 
which grounds for revocation or sus-
pension exist. 

(d) Before revoking or suspending 
any registration, the Administrator 
shall issue an order to show cause pur-
suant to § 1301.37 and, if requested by 
the registrant, shall hold a hearing 
pursuant to § 1301.41. 

(e) The Administrator may suspend 
any registration simultaneously with 
or at any time subsequent to the serv-
ice upon the registrant of an order to 
show cause why such registration 
should not be revoked or suspended, in 
any case where he/she finds that there 
is an imminent danger to the public 
health or safety. If the Administrator 
so suspends, he/she shall serve with the 
order to show cause pursuant to 
§ 1301.37 an order of immediate suspen-
sion which shall contain a statement of 
his findings regarding the danger to 
public health or safety. 
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(f) Upon service of the order of the 
Administrator suspending or revoking 
registration, the registrant shall im-
mediately deliver his/her Certificate of 
Registration, any order forms, and any 
import or export permits in his/her pos-
session to the nearest office of the Ad-
ministration. The suspension or rev-
ocation of a registration shall suspend 
or revoke any individual manufac-
turing or procurement quota fixed for 
the registrant pursuant to part 1303 of 
this chapter and any import or export 
permits issued to the registrant pursu-
ant to part 1312 of this chapter. Also, 
upon service of the order of the Admin-
istrator revoking or suspending reg-
istration, the registrant shall, as in-
structed by the Administrator: 

(1) Deliver all controlled substances 
in his/her possession to the nearest of-
fice of the Administration or to au-
thorized agents of the Administration; 
or 

(2) Place all controlled substances in 
his/her possession under seal as de-
scribed in sections 304(f) or 1008(d)(6) of 
the Act (21 U.S.C. 824(f) or 958(d)(6)). 

(g) In the event that revocation or 
suspension is limited to a particular 
controlled substance or substances, the 
registrant shall be given a new Certifi-
cate of Registration for all substances 
not affected by such revocation or sus-
pension; no fee shall be required to be 
paid for the new Certificate of Reg-
istration. The registrant shall deliver 
the old Certificate of Registration and, 
if appropriate, any order forms in his/
her possession to the nearest office of 
the Administration. The suspension or 
revocation of a registration, when lim-
ited to a particular basic class or class-
es of controlled substances, shall sus-
pend or revoke any individual manu-
facturing or procurement quota fixed 
for the registrant for such class or 
classes pursuant to part 1303 of this 
chapter and any import or export per-
mits issued to the registrant for such 
class or classes pursuant to part 1312 of 
this chapter. Also, upon service of the 
order of the Administrator revoking or 
suspending registration, the registrant 
shall, as instructed by the Adminis-
trator: 

(1) Deliver to the nearest office of the 
Administration or to authorized agents 
of the Administration all of the par-

ticular controlled substance or sub-
stances affected by the revocation or 
suspension which are in his/her posses-
sion; or 

(2) Place all of such substances under 
seal as described in sections 304(f) or 
958(d)(6) of the Act (21 U.S.C. 824(f) or 
958(d)(6)). 

(h) Any suspension shall continue in 
effect until the conclusion of all pro-
ceedings upon the revocation or sus-
pension, including any judicial review 
thereof, unless sooner withdrawn by 
the Administrator or dissolved by a 
court of competent jurisdiction. Any 
registrant whose registration is sus-
pended under paragraph (e) of this sec-
tion may request a hearing on the rev-
ocation or suspension of his/her reg-
istration at a time earlier than speci-
fied in the order to show cause pursu-
ant to § 1301.37. This request shall be 
granted by the Administrator, who 
shall fix a date for such hearing as 
early as reasonably possible. 

(i) In the event that an applicant for 
reregistration (who is doing business 
under a registration previously granted 
and not revoked or suspended) has ap-
plied for reregistration at least 45 days 
before the date on which the existing 
registration is due to expire, and the 
Administrator has issued no order on 
the application on the date on which 
the existing registration is due to ex-
pire, the existing registration of the 
applicant shall automatically be ex-
tended and continue in effect until the 
date on which the Administrator so 
issues his/her order. The Administrator 
may extend any other existing reg-
istration under the circumstances con-
templated in this section even though 
the registrant failed to apply for rereg-
istration at least 45 days before expira-
tion of the existing registration, with 
or without request by the registrant, if 
the Administrator finds that such ex-
tension is not inconsistent with the 
public health and safety. 

[62 FR 13955, Mar. 24, 1997]

§ 1301.37 Order to show cause. 
(a) If, upon examination of the appli-

cation for registration from any appli-
cant and other information gathered 
by the Administration regarding the 
applicant, the Administrator is unable 
to make the determinations required 
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